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Report Highlights: 
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compliance timelines on certain ingredients covered in their regulations relating to health supplements, 

nutraceuticals, food for special dietary use, food for special medical purpose, functional food and novel 

food. 
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General Information:  
 

DISCLAIMER: The information contained in this report was retrieved from FSSAI’s website 

http://www.fssai.gov.in/.  The Office of Agricultural Affairs and/or the U.S. Government makes no 

claim of accuracy or authenticity. 

 

On June 29, 2018, FSSAI notified compliance timelines that the food business operators (FBOs) need to 

comply with regulations covering health supplements, nutraceuticals, food for special dietary use, food 

for special medical purpose, functional food and novel food.  The compliance timelines on the use of 

certain ingredients in food products are as follows: 

 

1. New ingredients and additives approved by the Scientific Panel as per Annexure I of the 

previous direction issued by FSSAI on December 29, 2017 are now allowed to be continued and 

used in the existing formulations until such time the proposed amendment of the regulations are 

finalized and notified.  The earlier notice had a timeline until June 30, 2018 (GAIN IN8007); 

however, FSSAI has directed the FBOs to comply with the provision relating to permissible 

limits of ingredients/additives as given in Annexure I of the earlier direction. 

 

2. Certain ingredients previously not approved by the Scientific Panel due to lack of data were 

reviewed again based on additional data provided by FBOs.  For easy reference, the timelines set 

by the panel on the use of certain ingredients are listed in Table 1.   Readers may also refer to the 

full text of the current notification pasted along with Appendix I at the end of this report. 

 

Table 1 

Ingredients Timeline and Remarks by the Panel 

(i) S-acetyl 

glutathione (50-600 

mg/day, Max) 

(ii) Alpha 

Cyclodextrin 

FBOs are allowed to continue their use until the proposed amendment of 

the Nutraceutical Regulations are finalized and notified. 

(iii) Succinic acid  

(iv)Inosine 

FBOs to discontinue their use with immediate effect and no further 

manufacturing of products using these ingredients are allowed.  However, 

any such products which are already manufactured/imported are allowed 

to be sold until September 30, 2018. 

(v)Paraamino 

Benzoic Acid 

(PABA) 

(vi) Vanadium 

(vii) Prenolit 

(viii) Selenium 

dioxide 

With immediate effect, FBOs will discontinue their use as well as further 

manufacturing of products using these ingredients.  However, any such 

products, which are already manufactured/imported, should be withdrawn 

from the market immediately. 

(ix) D-ribose FBOs to discontinue the use of this ingredient with immediate effect and 

no further manufacturing of health supplements/nutraceuticals containing 

this ingredient for consumption by general population in unsupervised 

http://www.fssai.gov.in/
https://www.google.com/search?q=GAIN+Report+IN8007&rlz=1C1GCEA_enUS798US798&oq=GAIN+Report+IN8007&aqs=chrome..69i57.5945j0j7&sourceid=chrome&ie=UTF-8
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usage is allowed.  For use of D-ribose in food for special medical purpose 

or food for special dietary use, prior approval will be required from the 

Food Authority.  However, any such products which are already 

manufactured/imported are allowed to be sold until September 30, 2018 

(x) Ipriflavone 

(xi) Polypodium 

leucotomos 

FBOs to discontinue the use of this ingredient with immediate effect and 

no further manufacturing of products using these ingredients are allowed.  

However, any such products which are already manufactured/imported 

are allowed to be sold until September 30, 2018. 

(xii) Artichoke 

(xiii) Kale Powder 

(xiv) Salvia hispanica 

(xv)  Cashew fruit 

(xvi) Passion fruit 

(xvii) Kiwi fruit 

extract 

(xviii) Broccoli  

(xix) Enzymes 

(Pectinase & 

Xylanase) 

 

FBOs to discontinue the use of these ingredient/enzymes as health 

supplements/nutraceuticals.  However, FBOs may use them in the 

products as general ingredients, if allowed under the Food Safety and 

Standards Regulations, without claiming any health 

supplements/nutraceuticals benefits for the ingredients.  Any such 

products which are already manufactured/imported are allowed to be sold 

until September 30, 2018. 

(xx) Use of 

ingredients listed in 

Annexure I of the 

current notification 

FBOs to discontinue the use of these ingredients with immediate effect 

due to lack of adequate data and no further manufacturing of products 

using these ingredients is allowed until these ingredients are assessed and 

approved by the Authority.  FBOs are also required to furnish 

information data/in respect of these ingredients within one month from 

the date of the current direction for further assessment by the Food 

Authority. 

 

3. FBOs can continue their business of existing formulations containing mere combinations of 

vitamins and minerals only up to one recommended dietary allowance (RDA) in dosage formats 

such as tablets, capsules and syrups for a period of six months from the date of the current 

direction or until further orders, whichever is earlier. 

4. FBOs can continue utilizing for food use their existing formulations containing vitamins and 

minerals in Food for Special Dietary Use without referring to the energy value (kcal/kj) as 

specified under Schedule III, until such time the proposed amendment of the regulation is 

finalized and notified.   
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